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DETAILED ACTION 

Applicants' submission filed on 1/23/2006 is acknowledged. Claims 1-16 are pending. 
Claims 1-16 presently are under examination. 

Applicants' arguments have been fully considered. Rejections and/or objections not 
reiterated from previous office actions are hereby withdrawn. The following rejections and/or 
objections are applied. 

Information Disclosure Statement 
Information Disclosure Statements (IDS) filed 1 1/03/2003 has been considered in full. 

Claim Objections 

Claim 6 is objected to because of the following informalities: claim 6 ? as amended, 
recites "method of treating." Claim 6 is directed to an independent method of treating a disease 
and should recite "[a] method of treating." Appropriate correction is required. 

Claim 14 is objected to under 37 CFR 1.75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. 

Claim 14 recites the limitation "wherein the vitamin D therapy results in the prevention 
or treatment." Claim 14 depends from claim 13. Claim 13 is directed to a method of treating a 
patient using a regression model. The limitation of claim 14 constitutes an intended use of the 
method of claim 13 and does not further limit the method of claim 13. 
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Claim 15 is objected to because of the following informalities: claim 15 recites "[a] 
method of claim 8." Claim 15 depends from claim 8, and therefore should recite "[the] method of 
claim 8." Appropriate correction is required. 



Claim Rejections - 35 USC §101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 12-14 and 16 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

Claim 12 recites a method of determining an initial dose of a vitamin D compound using 
a zero-intercept linear regression model. Claim 13 recites a method of treating a patient 
undergoing vitamin D therapy for ESRD wherein a zero-intercept regression model is used to 
determine an initial dose of a vitamin D compound. Claim 14 depends from claim 13 and further 
recites "wherein the vitamin D therapy results in the prevention or treatment." However, not all 
processes are statutory under 35 U.S.C. 101. Interim Guidelines for Examination of Patent 
Applications for Patent Subject Matter Eligibility. 1300 O.G. 4 5 on 22 November 2005 
(published at the USPTO web site 

http://www.uspto.gov/web/patents'patog/week47/OG/TOC.htm). If claims are directed to 
abstract ideas (such as mathematical algorithms), natural phenomena, and laws of nature, "[i]n 
evaluating whether a claim meets the requirement of section 101, the claim must be considered 
as a whole to determine whether it is for a particular application of an abstract ideas, natural 
phenomena, or laws of nature." Interim Guidelines for Examination of Patent Applications for 
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Patent Subject Matter Eligibility, Id. section IV. C at 47-48 (the USPTO Web site's version). 
"To satisfy 101 requirements, the claim must be for a practical application ... which can be 
identified . . . [i.e.] The claimed invention "transforms" an article or physical object to a different 
state or thing, [if not, then] The claimed invention otherwise produces a useful, concrete, and 
tangible result." Id. section IV. C. 2 at 48-49 (the USPTO Web site's version). 

In the instant case, the claimed methods steps "describe nothing more than the 
manipulation of basic mathematical constructs, the paradigmatic 'abstract idea.'" Id. section IV. 
B at 47 (the USPTO Web site's version). Specifically, the method of claim 12 recites only "using 
a zero-intercept linear regression model," i.e. 9 mathematical and/or statistical manipulations. 
While the preamble of claim 13 recites a method of treating a patient, claim 13 does not actually 
recite steps of treating and/or administering vitamin D and only recites "using" a zero-intercept 
regression model. Claim 14 further recites the vitamin D therapy results in the prevention or 
treatment of renal osteodystrophy or secondary hyperparathyroidism. However, claim 14 does 
not recite actual, positive steps of treating and/or preventing the diseases. Thus, the claimed 
methods do not transform or reduce an article or a physical object to a different stage or thing 
because the "result" of the methods (i.e., using a zero-intercept linear regression model) is 
merely data (e.g., dose or concentration of vitamin D) and is not equivalent to physical 
transformation. Id. section IV. C. 2 at 48-49. The claims do not recite tangible expression (i.e., 
real-world result) of using a zero-intercept linear regression model, nor any recitation of an 
actual (i.e., concrete) result in a form useful to one skilled in the art. Thus, the method does not 
recite steps of producing something that is concrete, useful, and tangible, and is not statutory. 
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Lack of Utility 

Claims 12-14 and 16 are rejected under 35 U.S.C. 101 because the claimed invention 
lacks patentable utility. 

Claim 12 recites a method of determining an initial dose of a vitamin D compound using 
a zero-intercept linear regression model. Claim 13 recites a method of treating a patient 
undergoing vitamin D therapy using a zero-intercept regression model. The specification 
discloses that the claimed methods are useful for treating renal osteodystrophy, secondary 
hyperparathyroidism, and/or ESRD. However the disclosed utility is not applicable to the instant 
claims. Specifically, determining a dose of vitamin D and treating a patient have a substantial 
utility. However, the claimed methods do not result in determining a dose of vitamin D and 
treating a patient. The "result" of the claimed methods is using a zero-intercept linear regression 
model. Therefore, using a zero-intercept linear regression model would require or constitute 
carrying out further research to identify or reasonably confirm a "real world" context of use. 
Thus, claims 12-14 and 16 do not have substantial utility. Further, the specification does not 
disclose any specific utility for the invention because a zero-intercept linear regression model is 
applicable to a variety of methods. In order for the result of the method to be used for treating of 
a patient having renal osteodystrophy, secondary hyperparathyroidism, and/or ESRD, one skilled 
in the art must be aware of the correlation between the information received (result) (i.e., using a 
zero-intercept linear regression model) and a condition to be treated. No such information is 
recited in the instant claims. Applicant is reminded that a "use" to perform further research is not 
a utility under 35 U.S.C. 101. For the reasons set forth above, the invention lacks a specific 
utility, and therefore lacks a patentable utility. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

New rejections 

Claim 1 recites "the initial dose" in line 1 of the preamble. There is insufficient 
antecedent basis for this limitation in the claim. Claim 1 does not recite "an initial dose" of a 
vitamin D compound. Claims 2-5 depend from claim 1 . As the intended limitation is not clear, 
claims 1-5 are indefinite. 

Claim 1 recites the limitation "final dose" in line 9 (step c). Claim 1 also recites earlier in 
the claim (line 5, step b) the limitation "a final dose" of a vitamin D compound. It is not clear 
whether "final dose" recited in line 9 is the same final dose recited in line 5 or some other final 
dose. As the intended limitation is not clear, claims 1-5 are indefinite. 

Claim 6 recites the limitation "final dose" in line 8 (step c). Claim 6 also recites earlier in 
the claim (line 5, step b) the limitation "a final dose" of a vitamin D compound. It is not clear 
whether "final dose" recited in line 8 is the same final dose recited in line 5 or some other final 
dose. As the intended limitation is not clear, claim 6 is indefinite. 

Claim 6 recites in line 9 the limitation "the initial dose." There is insufficient antecedent 
basis for this limitation in the claim. Claim 6 does not recite "an initial dose" of a vitamin D 
compound. As the intended limitation is not clear, claim 6 is indefinite. 
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Claim 7 recites in line 4 the limitation "the initial dose." There is insufficient antecedent 
basis for this limitation in the claim. Claim 7 does not recite "an initial dose" of a vitamin D 
compound. As the intended limitation is not clear, claims 7-9 and 15 are indefinite. 

Claim 12 recites in line 1 the limitation "the initial dose." There is insufficient antecedent 
basis for this limitation in the claim. Claim 12 does not recite "an initial dose" of a vitamin D 
compound. As the intended limitation is not clear, claim 12 is indefinite. 

Claim 1 2 recites a method of determining an initial dose of vitamin D using a zero- 
intercept linear regression model. The method recites a step of "using" and it is unclear what 
limitation of the method is intended because "using" a regression model does not achieve the 
goal of the method (i.e., determining a dose of vitamin D). Thus, the relationship between the 
method step (i.e., using) and the preamble is unclear. It is also not clear what method is intended 
because the claimed method does not recite actual, positive method steps. As the intended 
limitation is not clear, claim 12 is indefinite. 

Claim 13 recites a method of treating a patient using a zero-intercept regression model. 
The method recites a step of "using" and it is unclear what limitation of the method is intended 
because "using" a regression model does not achieve the goal of the method (i.e., treating a 
patient). Thus, the relationship between the method step (i.e., using) and the preamble is unclear. 
It is also not clear what method is intended because the claimed method does not recite actual, 
positive method steps. As the intended limitation is not clear, claim 13 is indefinite. 

Claim 14 recites the limitation "wherein the vitamin D therapy results in the prevention 
or treatment." Claim 14 depends from claim 13. It is not clear what further limitation of claim 13 
is intended because the limitation of claim 14 does not further limit claim 13. It is also unclear 
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what limitation is intended because the method of claims 13-14 does not comprise active, 
positive steps of preventing and/or treating diseases. As the intended limitation is not clear, claim 
14 is indefinite. It is noted that a method of "preventing" the recited diseases may not be enabled; 
however, as it is unclear what method is actually intended, the claims are rejected herein only for 
indefiniteness. 

Claim 13 recites the limitations "the initial dose" and "the vitamin D compound." There 
is insufficient antecedent basis for this limitation in the claim. Claim 13 does not recite "an initial 
dose" and "a vitamin D compound." As the intended limitation is not clear, claim 13 is 
indefinite. 

Claim 14 recites the limitations "the prevention." There is insufficient antecedent basis 
for this limitation in the claim. Claim 14 depends from claim 13. Claim 13 does not recite 
"preventing" diseases. As the intended limitation is not clear, claim 14 is indefinite. 

Answer to the arguments 

Claims 5 and 9-1 1 recite the limitation "bPTH/80." The claims were previously rejected 
in the Office action mailed 8/4/2003. Applicants argue that the limitation is clear and means a 
baseline PTH divided by 80, not a baseline PTH equals 80. Applicants' arguments have been 
considered, but are found not persuasive. 

In response, it is noted that the limitation "bPTH/80" makes the claims vague and 
indefinite because it is unclear whether the limitation is intended to mean the initial dose of 
vitamin D equals the amount of bPTH divided by factor of 80; the initial dose equals the amount 
of some other PTH (called PTH/80); the initial dose equals a dose (or an initial dose) of the dose 
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of vitamin D for the hormone bPTH/80; etc. The examiner maintains that the limitation renders 
claims 5 and 9-1 1 indefinite, and the rejection is maintained for the reasons stated above and in 
the previous office action. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 10 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Martin, 
Am. 1 Kidney Diseases, 32(4), Suppl. 2 (October 1998), pages S61-66. 

Martin discloses treating patients with end-stage renal disease (ESRD) and secondary 
hyperparathyroidism comprising administering an initial dose of vitamin D to the patients (pages 
S61-62). Martin discloses a baseline PHT (p. S62, left col. and fig. 2, 4). Martin discloses a 
baseline PTH being 800 pg/ml (fig. 2), which is divisible by 80. Thus, Martin anticipates claims 
10 and 11. 

Claims 10 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Knutson, 
US 5,602,116. 

Knutson discloses treating patients with end-stage renal disease (ESRD) and secondary 
hyperparathyroidism comprising administering an initial dose of vitamin D to the patients (col. 4, 
lines 45-59 and example 3). Knutson discloses a baseline PTH being 480, which is divisible by 
80 (col. 11, line 9). Thus, Knutson anticipates claims 10-11. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Martin, Am. J. 
Kidney Diseases, 32(4), Suppl. 2 (October 1998), pages S61-66, as applied to claims 10-11 
above, in view of Riviere, US 6,066,091, and further in view of SAS Technical Support, 
GRAPH/GPLOT, 1990. 

Martin discloses a method of treating ESRD and secondary hyperparathyroidism with 
vitamin D (p. S61). Martin discloses measuring a patient baseline PTH (p. S62) and determining 
a final dose of vitamin D, wherein the final dose is a dose associated with a stable reduction in 
PTH in response to the treatment (p. S62, left col.). Martin discloses a stepwise adjustment of the 
dose of vitamin D based on the PTH level and the final dose of vitamin D in order to prevent 
hypercalcemia (p. S61 and S62). Martin discloses administering the adjusted dose (p. S62). 
Martin discloses a baseline PHT (p. S62, left col. and fig. 2, 4). Martin discloses a baseline PTH 
being 800 pg/ml (fig. 2), which is divisible by 80. Marin discloses statistical analysis of the 
treatment data (p. S62). Martin further discloses vitamin D2, specifically paricalcitol (p. S61). 
Martin discloses a dose at least 1 meg (p. S62, left col.). 

Martin does not disclose calculating an initial dose of vitamin D using a regression 
analysis, and specifically using a zero intercept linear model. 
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Riviere discloses using a regression analysis for extrapolating pharmacological data (col. 
2). Riviere discloses extrapolating a withdrawal interval for an adjusted dose of a compound 
from a prior withdrawal interval for a corresponding prior dose (col. 2; col. 8-9; col. 10, lines 36- 
40; claims 1, 3, 7). Riviere discloses using slop-parameters and intercepts (zero-time intercepts) 
(col. 9, lines 10-19). Rivier discloses administering an adjusted dose that has a required 
withdrawal period determined by the regression analysis (col. 7, lines 1-12). 

Riviere does not specifically disclose calculating an initial parameter using two variables, 
e.g., intercept (predicted value when X is 0) and a variable parameter (X). 

S AS Technical Support manual discloses using GRAPH/GPLOT for the extrapolation of 
data based on two variables. 

It would have been obvious to one of ordinary skill in the art at the time of the instant 
invention to modify the method Martin to use a regression analysis for extrapolating an initial 
dose, such as taught by Riviere and SAS Technical Support manual, where the motivation would 
have been to decrease a number of studies and participants when a new compound and/or 
formulation are to be tested, as taught by Riviere, col 1 . 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Miller whose telephone number is (571)272-6101. The 
examiner can normally be reached on 8-5, M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph. D. can be reached on (571)272-0718. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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